Non-shaded and italicized text is WIRB suggested language.

Gray shaded text are GWU requirements.


RESEARCH SUBJECT INFORMATION AND CONSENT FORM

Title:
 

Protocol No.:



WIRB® Protocol #

Sponsor:


Investigator:


Site(s):


STUDY-RELATED 

PHONE NUMBER(S):


There may be words in this consent form that you do not understand.  Please ask the study doctor or staff to explain anything that you do not clearly understand. You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.
SUMMARY

· You are being asked to be in a research study.

· Being in this study is voluntary.

· If you join the study, you can leave at any time.

· The drug in this study is experimental.  Not all risks or side effects are known.  Some of the side effects may be life threatening.

· You may receive placebo during this study.  The placebo looks like the experimental drug but has no active medicine in it.

· The care you receive in this study should not replace your usual medical care from your doctor.  OR This is not a treatment study.

· If you are in this study, your medical records may become part of this research.  They may be seen by a number of other people or groups associated with the study.

· Your insurance may be billed for standard medical care that you receive while you are in this study.  

More detailed information about this study is below.  Please read it carefully.

PURPOSE OF THE STUDY:

This research study will test an experimental [DRUG/DEVICE/PROCEDURE] called ________.  You are being asked to be in this study because you have ______________. 

An experimental drug is also “investigational.”  This means the drug has not been approved by the U.S. Food and Drug Administration (FDA).

This study will look at: 

· the safety of _[DRUG/DEVICE/PROCEDURE]__, 

· how _[DRUG/DEVICE/PROCEDURE]__ affects (DISEASE/CONDITION), and 

· how well people tolerate _[DRUG/DEVICE/PROCEDURE]_   

_(DRUG)__ will be compared to placebo. The placebo will look just like __(DRUG)___, but has no active drug in it.  Both ___(DRUG)_____ and the placebo will be called “study drug.” 

You cannot choose if you will get _(DRUG)__ or placebo.  This is decided by chance.  You will have [AN EQUAL] chance of getting _(DRUG)__ or placebo.  You and the study doctor will not know which study drug you get.  Your study doctor can find this out if there is an emergency. 

You will be in this study about [LENGTH OF TIME].  Approximately [NUMBER] subjects will be in this study.

PROCEDURES:
The following tests and procedures will be done at some or all of the study visits.

· Physical exam (all visits)

· Blood and urine sample collection for routine tests  (visits)

· Pregnancy test for all female subjects (visits)

· Electrocardiogram (ECG - tracing of the electrical activity of the heart) (visits)
· Blood collection for viral load (visits)

· [Add other specific procedures]

Many of the tests and procedures listed above are standard for your condition.  However, some of the procedures are experimental.  This means they are only done for this research:  The things that are only done for the research are listed below.

· LIST OF THINGS ONLY DONE FOR THE RESEARCH STUDY

RISKS AND DISCOMFORTS:

The most serious possible side effects of _[DRUG/DEVICE/PROCEDURE]__  are:

Allergic reaction to _(DRUG)__  is possible.  Some symptoms of the reaction could be [trouble breathing, rash or hives, very low blood pressure, etc].  Serious allergic reactions can be life-threatening.

The most common side effects of _(DRUG)__  are:

Less common side effects are:

Rare side effects are:

There may be side effects which are unknown at this time.

YOU WILL NEED TO INCLUDE RISKS AND SIDE EFFECTS FOR EACH COMPARATOR DRUG, IF ANY.

YOU WILL ALSO NEED TO INCLUDE RISKS OF PREGNANCY

For Example:  Women who are pregnant or nursing a child may not participate in this study.  You must confirm that, to the best of your knowledge, you are not now pregnant, and that you do not intend to become pregnant during the study.  Before entering the study, you and the study doctor must agree on the method of birth control you will use during the entire study.  If you suspect that you have become pregnant during the study, you must notify the study doctor immediately.  Pregnant women will be withdrawn from the study because the risks to the unborn fetus from the study drug are not known.

[or other pregnancy language supplied by sponsor]
Drawing blood from your arm may cause pain, bruising, dizziness, and, on rare occasions, infection.

RISKS OF OTHER PROCEDURES IF NEEDED  ESPECIALLY ANY INVASIVE PROCEDURE.   FOR EXAMPLE endoscopy or tympanocentesis procedures.

IF A TREATMENT STUDY

Your [DISEASE, CONDITION, SYMPTOMS] may not get better or may become worse while you are in this study.
IF STUDY DRUG IS TAKEN HOME

Only you can take the study drug.  It must be kept out of the reach of children and persons who may not be able to read or understand the label.
You will be told about any new information that might change your decision to be in this study.

BENEFITS:

Your [DISEASE, CONDITION, SYMPTOMS] may improve as a result of being in this study, but that result cannot be guaranteed.  The information from this research study may lead to a better treatment in the future for people with [DISEASE, CONDITION, SYMPTOMS].

IF NOT A TREATMENT STUDY 

This is not a treatment study.  You are not expected to receive any direct medical benefits from the study.  The information from this research study may lead to a better treatment in the future for people with [DISEASE, CONDITION, SYMPTOMS].

COSTS:

Study drug will be provided by the sponsor.  There are no charges for the study visits.
OR OTHER LISTING FURNISHED BY AUTHOR     IF WILL BE BILLED FOR ANYTHING, NEED TO TELL THEM      IF INSURANCE WILL BE BILLED, NEED TO TELL THEM; ALSO WHO WILL BE BILLED IF INSURANCE DOESN’T PAY

PAYMENT FOR PARTICIPATION:  INCLUDE THIS LANGUAGE ONLY IF STUDY IS PAYING SUBJECTS, IF NOT THE INVESTIGATOR MUST INFORM SUBJECT THEY WILL NOT BE PAID.

You will be paid $____ for each completed study visit.  If you do not finish the study, you will still be paid for the visits you have completed.

OR
[If the total payment is equal to or exceeding $600/calendar year, the Investigator must use the following statement:]

You will be paid to help cover some of the expenses that you may have while you take part in this research study.  [State payment amount and schedule here]  Your name and social security number will be given to the [choose applicable entity] [George Washington University, or the GWU Hospital and/or the GWU Medical Faculty Associates (MFA) accounting department.]  Your social security number will not be put into your research records.  It will be used to show that you were paid for your participation in this study by [choose applicable entity][George Washington University, or the GWU Hospital and/or the GWU Medical Faculty Associates].  

ALTERNATIVE TREATMENT:

You do not have to be in this study to be treated for [DISEASE, CONDITION, SYMPTOMS].  There are treatments available such as:

· LIST OF MAJOR DRUGS AND/OR THERAPIES.  

The study doctor will discuss these options with you.  

[IF NOT A TREATMENT STUDY - REMOVE “TREATMENT”: FROM SECTION TITLE AND:  This is not a treatment study.  Your alternative is to not be in this study.]

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES 

Access to your study records will be limited to those who need the information for purposes of this study, as well as your health care providers if they need access to the information.  All records will be kept in a secure location and access will be limited to research study personnel.

Except as required by law, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier.  The results of this research study may be presented at scientific or medical meetings or published in scientific journals.  However, your identity will not be disclosed, unless you give the appropriate authorization. 

[For studies involving personal medical health information]

Federal law requires that hospitals, researchers and other healthcare providers (like physicians and labs) protect the privacy of health information that identifies you.  This kind of information is known as “protected health information” or “PHI.”  This section tells you your rights about your protected health information in the study.  This section also lists who you let use, release, and get your protected health information. You are free to not allow these uses and releases by not signing this form.  If you do that though, you cannot participate in the study.  
Protected health information that may be used and released (disclosed) in this study includes information such as [Customize this list as appropriate for the study and be as specific as possible]:

· This consent form;

· Demographic information (like your name, address, date of birth, social security number, etc.); 

· Information about your medical history from your medical records and your doctor’s office; 

· Information obtained from you to be used in the Study as a result of tests or procedures;  

· Results of physical examinations

· Laboratory results obtained on specimens collected from you (like blood, urine, tissue); 

· Medical images like x-rays, CT scans, and MRIs; 

· Admissions information;

· Health care expenses and health insurance coverage information;

· Questionnaires/surveys you complete; 

· Interviews with you conducted by members of the Research Team; 

· Audio/video recordings; and/or

· Other data created or collected during this study.

By signing this form, you allow the use, sharing, copying, and release of your protected health information to carry out the study by:

· Your healthcare providers (like doctors and hospitals) which are not part of the study,

· The study doctor and his or her research team, and

· Other healthcare providers such as labs which are part of the study.

You also allow the study doctor and the research team, and other healthcare providers which are part of the study to release your health information to [delete items not applicable]:

· GWU Institutional Review Board (“IRB”) or its authorized representatives, as well as representatives of the Office of Human Research Protections (OHRP) who may review your records to ensure that your rights as a research subject are protected;

· Western Institutional Review Board (WIRB); 

· The sponsor of the study and any contractors or partners it may have. (research monitors and auditors);

· Research collaborators participating in this multi-site study at other institutions (Data receiving center(s) responsible for collecting, monitoring and /or analyzing data from all the sites participating in this study);

· Regulatory agencies such as the U.S. Food and Drug Administration (FDA) to review data on the safety and effectiveness of the product that is being tested in this study and other Federal and state agencies that regulate research;

· Representatives of foreign governments who are responsible for approving the sale of medical products in their country (similar to the U.S. FDA) for the purpose of reviewing data about the safety and effectiveness of the product tested in this study [if applicable];
· Accrediting agencies and GWU legal counsel;

· GWU workforce and your health insurer to discuss payment or get paid for services that are not paid for by the research;

· Clinical staff who are not involved in the study who may become involved in your care, if it might be relevant to your care; and

· GWU, GWU Hospital or GWU MFA workforce who are involved with the research;

[Choose one of the two statements below that applies]

You may request to review or have a copy of your personal health information collected during this study and placed in your medical record.  This right to review and copy your personal health information only extends to information that is placed in your medical record; it does not extend to information that is placed in your research record.  

[or]

It is critical to the interpretation of the results of this study that you not know the treatment group in which you are participating. After the study is finished you may request to review your personal health information collected during this study and to have a copy of that information placed in your medical record.  This right to review and copy your personal health information only extends to information that is placed in your medical record; it does not extend to information that is placed in your research record.

This permission does not end unless you cancel it, even if you leave the study.  You can cancel this permission any time. Such cancellation will not affect information a healthcare provider has already used in reliance on your permission to do so.  Even if you cancel this authorization, the researchers may still use and disclose protected health information they already have obtained about you as necessary to maintain the integrity or reliability of the research.  However, no new PHI or new biological specimens will be collected from you after you revoke your authorization.

To cancel your authorization, you will need to send a letter to your study doctor.  This letter must be signed and dated and sent to this address: [enter the name and address of the study doctor].  A copy of this revocation will be provided to the study doctor and his or her research team.  Not signing this form or later canceling your permission will not affect your health care treatment outside the study, payment for health care from a health plan, or ability to get health plan benefits.

Your protected health information will be treated confidentially to the extent permitted by applicable laws and regulations.  Federal law may allow someone who gets your health information from this study to use or release it in some way not discussed in this section and no longer be protected by the HIPAA Privacy Rule.  

By signing this form you authorize the study doctor and members of the research team to use and share with others (disclose) your PHI for the purpose of this study.  If you do not wish to authorize the use or disclosure of your PHI, you cannot participate in this study because your PHI is necessary to conduct this study.  

COMPENSATION FOR INJURY
[OPTION 1 — USE IF THERE IS NO SPONSOR PAYMENT FOR RESEARCH-RELATED INJURIES]:

You may have medical problems or side effects from taking part in this research study.  If you believe that you have been injured or have become ill from taking part in this study, you should seek medical treatment right away.  This can be done through:

· GWU Hospital and/or the GWU MFA or 

· your physician or

· treatment center of  your choice.  

You or your insurance company will be billed for this care.  Your insurance company may not pay for such care because you are participating in a research study.  You should contact the study doctor as soon as possible about any research related illness or injury.  

There are no plans for GWU, GWU Hospital and/or the GWU MFA to pay you for any injuries or illnesses.  By signing this form you will not give up any legal rights.

OPTION 2 — USE IF SPONSOR PAYS FOR RESEARCH-RELATED INJURIES]:

Unless otherwise approved by GWU OHR, all studies submitted to WIRB must have this language.

You may have medical problems or side effects from taking part in this research study.  If you believe that you have been injured or have become ill from taking part in this study, you should seek medical treatment right away.  This can be done through:

· GWU Hospital and/or the GWU MFA or 

· your physician or 

· treatment center of your choice. 

The study sponsor may pay the reasonable medical expenses needed to treat the research-related injury.  This will be done if the study doctor and study sponsor find that the injury or illness is directly related to the study procedures and the injury or illness is not caused by:

· Your failure to follow study instructions,

· The failure of the study doctor or study staff to follow the study plan;

· The normal progression of your disease or condition; and/or

· A pre-existing condition.

You should contact the study doctor as soon as possible about any illness or injury.  

There are no plans for GWU, GWU Hospital and/or the GWU MFA to pay you for any injuries or illnesses.  By signing this form you will not give up any legal rights.

NOTE:  

[Please confirm that the highlighted statement above accurately describes the statement from the sponsor for compensation in the event of a research-related injury or illness.  If the above statement does not accurately reflect the sponsor’s statement, then the highlighted language must be modified.   See note below for additional guidance on modifying the above statement.]

· Sponsors may vary greatly in how they characterize the type and extent of research-related injuries for which they will provide compensation.  

· Some sponsors may promise to pay for all research-related injuries (i.e., there are no qualifications in the sponsor statement).  In that case, no bills may be submitted to Medicare, and other third party payor agreements should be reviewed for appropriate billing].  

· Other sponsors may agree only to pay if the injury or illness is not related to: (1) non-compliance with the protocol and study procedures, (2) normal disease progression, and/or (3) a preexisting condition.  

· As such, it is critical that you carefully review the clinical trial agreement to ensure that the statement addressing compensation from the sponsor in the event of a research-related injury or illness accurately describes the conditions under which a sponsor agrees to pay.

· Note: To the extent that a sponsor statement differs from the language included in this template and before different language is inserted into this consent form, please confirm that the sponsor statement does not limit the sponsor’s obligation to pay for research-related injury to those instances only where claims are denied by another payer.  The following is an example of sponsor statement that is not allowed: “The sponsor will pay for medically necessary services related to injuries you may receive as a result of your participation in this trial, provided that these services are not otherwise covered by any other payor.”  

VOLUNTARY PARTICIPATION AND WITHDRAWAL:

Taking part in this study is voluntary.  You may decide not to join the study.  Your decision will not cause any penalty or loss of benefits to which you are entitled.

If you join the study, you may decide to leave the study at any time.  Again, your decision to leave will not cause any penalty or loss of benefits to which you are entitled.

Your part in this study can be stopped at any time and without your consent by the study doctor or the sponsor.  This would be done for the following reasons:

· the study doctor thinks it is necessary for your health or safety;

· you have not followed study instructions;

· you do not consent to changes made in the study plan;

· [INSERT ANY SPECIFIC REASONS LISTED IN THE PROTOCOL]

· the sponsor has stopped the study; or

· administrative reasons require your withdrawal.

If you leave the study before the last regular study visit, you may be asked to make a final visit for some of the end-of-study procedures.  This is usually done for safety reasons.

SOURCE OF FUNDING FOR THE STUDY:
The study doctor [NAME and/or GWU] is/are being paid by the study sponsor [Or other wording, as appropriate] to do this research.

NEW FINDINGS: 

You will be told about any new information that might change your decision to be in this study.  You may be asked to sign a revised consent form if this occurs.

QUESTIONS:

Contact 

 at 

 for any of the following reasons:
· if you have any questions about your participation in this study,  

· if at any time you feel you have had a research-related injury or a reaction to the study drug, or

· if you have questions, concerns or complaints about the research.

If you have questions about your rights as a research subject or if you have questions, concerns or complaints about the research, you may contact:


Western Institutional Review Board® (WIRB®)


3535 Seventh Avenue, SW


Olympia, Washington  98502


Telephone:  1-800-562-4789 or 360-252-2500


E-mail: Help@wirb.com.

WIRB is a group of people who perform independent review of research.

WIRB will not be able to answer some study-specific questions, such as questions about appointment times.  However, you may contact WIRB if the research staff cannot be reached or if you wish to talk to someone other than the research staff. 

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records.

CONSENT:

I have read the information in this consent form (or it has been read to me).  All my questions about the study and my participation in it have been answered.  I freely consent to be in this research study.
I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above. 

By signing this consent form, I have not given up any of my legal rights.

________________________________________

Subject Name

CONSENT SIGNATURE:

________________________________________
__________________

Signature of Subject
Date

________________________________________
__________________

Signature of Legally Authorized Representative
Date

(when applicable)

________________________________________________________________________

Authority of Subject’s Legally Authorized Representative or Relationship to Subject

(when applicable)

________________________________________
__________________

Signature of Person Conducting Informed
Date

Consent Discussion

------------------------------------ Use the following only if applicable ---------------------------------

If this consent form (addendum) is read to the subject because the subject (or legally authorized representative) is unable to read the form, an impartial witness not affiliated with the research or investigator must be present for the consent and sign the following statement:

I confirm that the information in the consent form (addendum) and any other written information was accurately explained to, and apparently understood by, the subject (or the subject’s legally authorized representative).  The subject (or the subject’s legally authorized representative) freely consented to be in the research study.  [adjust as needed]
Signature of Impartial Witness
Date

Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.
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